
NOTEz No lmcr light show, projection gskm, or dtuicc mry rwy ftom czmpltf iswc wtch $1 CPR tf&tft, I l(c) in deign or use \&hour the uppros ~1 ot’ Ihi\ 
application in accordance with 21 CFR tOIO.4. 

INSTRUCTIONS 

A LASER DISPLAY DEVICE 

A PROJECTOR FOR A LASER LfGHT SHOW 

A LASER LIGHT SHOW 

c. 0 PROJECTORS ARE INTENOEO FOA SALE. LEASE. O R  LOAN i0 OTHEU 
‘LASER UaHl SHOW PRODUCERS 

U. PRoolJCT IS INTENOEO FOR USE IN A 

c8 PiANETARlUM O R  OTHER DOME PROJECTION WRUCTURE 

q THEATER 

0 I iOTEUMOTEL BALLROOM OR MEETING ROOM 
0 WORE DISPLAYS 
0 TAiOE SHOW Ok CONVENTMES 

a OfSCOTHEOUE O R  NIGHT CLUB 

tl PAVIUON 

c! INDOOR ARENA 
a OUTODOR ARENA 

0 MUSEUM 

0 OUTDOOR UNENCLOSED AREA 

cl OTHER $sfWlIr) ‘ 

a. PRODUCT IS INTENDED TO BE USE0 

a AT ONLY ONE vhwfi LOCATION 

c] AT A VARIETY OF (mu4 LOCATIONS 

4 j- 
id * 

o(: FFfOW’T-&REEN PRoJECTtiNS 

a REAR %FWN pRoJECnONS 
a HOLOGRAPNKi  ONPLAYS 

a MULTIFLE REFLECTfGNIDtFFRACT(ON EFFECTS x ‘-- 

a 

0 

AUDIENCE 5CANWING I.& &I+#,& rcu#& w,l’ &+ rmrrralrrtim~ ,aw,.) 

REFLECIIOnS FROM STATIONARY MIRRORS O R  MlR&ORED SURFACES 
(Ikuur JIutrnw.l ’ 

a STATlONARY IFfRADiATfON OF ROTATING MIRROR BALLS. ETC. 

tl SCANNING IRRAWATDON OF ROTATING MfRROR BALLS. ETC. 

0 FIEER OPnc PRoJEploNs 

a FOQ. SuolcE. OR OTHER SCAYTERING ENHANCEMENT EFFECTS 

Cl ornts cvl*rrfe _ : _-__ _ 

a LASER RADtAYtON LEVELS 

9. IF ANY LASER RAOIATION IS PUf.SEO O R  SCAMNED.  GM T&E PULSE OURATMN ANQ RATE WbXANfwG #REOUENCY AND AMPLITUOE 

Please refer to attachments 
_ . 

10. REASON FOR RECUESTING VARIANCE 

z CCMFLfANCE WITH THE LIMITS OF 21 CFR lOMl.Il l~1Yi10UtD RESTRICT TM INTENOED f&E OF THE PRDG~JCT 8ECAUS;E COHPLIANCE WOULO LIMIT THE OUTP’JT 
POWER TO THE EXTENT THAT THE OESlREO EFFECTS WOULD NOT BE SUFFICIENTLY VlSIBLE 

FORM FOA 3147 

cnn /rnn#f 



. MANNER IN WHICH If IS PROPOSED 19 qW!t’TE FROM-THE REQUiAEMENTS OF‘THE APPltCASLE STANDARD 
m IT I!$ PROPOSED TO DEVIATE FROM THE PRWlStONS OF ?l tiFR 104$.11(G) IIU THAT THE ACCESSlBLE EMISSION LEVEL WOULD, EXCEE0 THE 

ACCESSIBLE EMISSION LIMITS SPECiFIED IN 21 GFR 104%lt(C), : 
0 IT 1s PROPOSED TO DWtAlEFROM ‘THE pROVI$ION OF 21 CFR 104O.il(c) AS FOLLOWS: 

, .,. ,. c i 

2. ADVANTAGES TO BE DERIVED FROM SuCH DWJAT)ON , 
@  LASER UGHT SHOWS AND Dl.SPU\YS ARE ACCEPTED POeULAR MEUIA IN ENTERTAINMENT AND THi AfITS. USE OF PO%VER LEVELS IN 

EXCESS OF THE LlMlTS lMPOSED BY 21 GFR 1040,11(c) 18 t%%SSARY TO ACHIEVE THE REOUIRED EFFECTs LN THESE MEDlA. 
a OTHER OR ADDtTlONAL ADVANTAGES (drratba md rxphin) 

EXPLAIN THE ALTERNATE MEANS OF RADlATtON PROTECTtON TO BE PROyiDED. [Cw bmaty bks as w. In ttam 14 “Remarks,” )wttfy any boxm 
not checked. using additbnal ahwta m  news*. Sotr sny other maam of mdladon pmnaton thar wtlt be umd.1 

a. m  ALL LASER PRODUCTS, SYSTEMS, SNOWS, AND PROJECTORS WtLL SE CERTlFlED TO COMPLY WITH 21 CFR 1040.10 AND THE CONDI. 
TIONS OF THIS VARIANCE AND WtLt. &E REPORTED AS REQUIRED BY 21 GFR lopi?iU AND 1002t2 USING THE REPORTtNG GUIDES PRO- 
VIDED FOR SUCH PURPOSE. THESE ATONS WlLL BE ACCOMPLISHED PRMR TO ANY INTRODUCtlON lNT0 COMMERCE. 

b. a EFFECTS NOT SPECIFICALLY IN’DtCATED IN TNIS VARIANCE APPLICA-RON WILL NOT BE PERFORt$ED. NO OTHER EFFECTS WILL BE 
ADDED UNTIL AN AMENOMENT TO THE VARIANCE HAS 8EEN OBTAINED AND THE REQUIRED REPORTs OR SUPPLEMENT% AS, 
APPLICABLE, HAVE BEEN SUBMtlTEO. 

o. @  SCANNING. PROJECTION. OR REFLtkTlON OF LASER ANQ COLLAT&RAL RADIATION P1C;HT SHOW RADIATlOli) lNTO AUOIGNCE dA OTHER 
ACCESStaLE UNCONTROLLED MEAS WtLt. NOT BE ~ERMtlTEO EXCERr FOR MFFUSE REFLECRgNS PRODUCED BY THE ATMOSPHERE, 
ADDED ATMOSPWER~C SCATTERING MEDIA, AND TARGET GcAEENS. 

d. q LASER RADIATION LEVELS IN EkE$S OF THE LIMMS OF CLASS I WILL NOT BE PERMlTTEf) AT ANY POiNT LESS THAN 3.0 METERS ABOVE 
ANY SURFACE UPON WHICH PtiRSONS OTHER THAN OPERATORS. PERFORMERS, OR EMtiLOYEES ARE PERMITTED TO STAN0 OR 2.5 
METERS BELOW 06 tN LATERA+ SEPARATtON- FRO&l ANY PLACE WHERE SUCH PERSONS ARE PERMIITEO TO BE. OPERATORS, 
PERFORMERS, AND EMPLOYEES WIU NOT BE REQUIRED OR ALLOWED TO VlEW RAOIATtON ABOVETHE LiMlTS OF CIASS I OR BE 
EXPOSED TO-RADIATION ABOVE THE uhirrs SPECIFIED IN n CFR 1040.f i(C). 

8. 631 ANY PRODUCT WHICH dEUES ON SCANt+tNG TO Mti ACCESS, EXPOSURE, 05 PRODUCT CLASS LiMlTS WILL INCORPORATE A SCANNING 
SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MORON AND WHlCH WILL REACT FAST ENOUGH TO PRECLUDE EXCEEDING 
THE APPLICABLE L1MlT. 

f, @  ALL LASER UGHT SHOWS SHAU BE UNDER THE DIRECT ANO PERSONAL CONTROL OF TRAINED, COMPETENT OPERATOR(S).  THE 
OPERATOR(S) WIL1: 

(1) t?@+iEDlATELY TERMINk THE ~MMISSION OF LIQHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONO(T 

(2) BE LOCATED WHERE AU Bi9t.A PAli-lS CAN BE DlRECltY OBSERVED AT ALL TtMyS; AND 

{3) BE AN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL BE RESPONStBLE FOR THE TRAINING AND CONDUCT OF THE OPBRATOA. 

0. m  THE MAXIMUM LASER PROJECTOR OUTPuT POWER, WILL NOT EXCEED THE LEVEL REWIRE0 TO OBTAIN THE INTENDED EF6ECT.S: 

h. f72 THE PROJECTlON SYSTEM (LE.; THE PROJECTOR AND AU OTHER COMPONENTS USE0 TO PRODUkETHE LtGHTtNG EFFECTS) WILL BE 
SECURELY MOUNTED OR IMMORlLtZED TO PREVENT UNINTENDED MOVEMENT OR MtSBUGNW(ENT. BEAM LIMlTERS WILL BE PROVtDED 
AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILUNG OF SCf?EMS, BEAM STOPS, TARGETS, ETC. 

i. m  LASER PROJECTORS WILL NOT 8E 0tZtrlVWED TO ANY OTHER PARfl-UNDER AN AGREEh4ENT OF SALE, LEASE, OR LOAN UNLESS AND 
UNTILTHE RECIPIENT DEMONSTRATES THAT THEY HAVE A VARIANCE iN EFFECT rit TNE TlME OF OELtVERY THAT PERMITS THEM TO 
PRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR. 

i. g IN A00tTloN TO THE REQUIREMENTS OF 21 CFR ‘tQdO.lo(h), THE MA$tFACTURER OF LASER PROJECTORS@YSTEMS WILL PROVIDE TO 
PARTtEs WHO PURCHASE, LEASE. OR BORROW THE EQUIPMENT. ADEQUATE USER’s INSTRUCTIONS FOR SAFE INSTALtATtON AN0 
OPERATION AN0 WHICH EXPtalN THE RESPONSIBILITY OF THE RECIPIENT AS AN :NOEPENDENT LIGHT SHOW MANUFACTURER TO 
sU8MtT THE REQULRED REPORTS AN0 APPLY FOR AN0 08TAIN A VARIANCE FROM CORN PRIOR TO INTRODUCftON INTO COMMERCE OF 
ANY LASEti LIGHT SHOWS. 

k. s THE REOUIREMENTS OF 21 CFR 1002.30f~Klt AN0 @)WlLL BE ACCOMPUSHED THROUGH THE USE OF WRITTEN PROCEDURES FOR SETUP. 
ALIGNMENT, TESTING, AN0 P+lFORMANCE OF EACH SHOW. THESE PROCEDURES WILL SE IN SUFFICIENT DETAIL To ENSURE GOM. 
PLtANC& WITH 21 CFR 1040.10, THECoNDlTtONS OF THIS VARIANCE. AND THE CONTROL OF ACCESS To RADIATION AREA.5 USING THE 
PAOCEDURE~ ~EsCfl16E0 TV mtE ~Nslz136.1 STANOAR~~ FOR THE SAFE USE OF t..AsERs (AMERICAN NATIONAL STANDAROS INSTITUTE. 
1430 BROADWAY, NEW YORK. NY 10018) OR ANY OTHER EOUlVALENT USER CONSEJWUS STANDARD AND. WHERE APPLICABLE. STATE OR 
LOCAL REQUIREMENTS. LASER RAOIATION AREAS WHICH CAN CONTAIN RAAOIA-t?ON LEVELS AEOVS THE LIMITS sPECtFIED IN 21 CFR 
1040.11(c), WIU BE CLEARLY t0E~TtFlE0 BY THE POTTING OF WARNING SIGNS ANCWQR RESS~AICTING ACCESS THROUGH PHYSICAL 
MEANS (SUCH AS PREssuRE SWLTCHES. PHOTOCELLS. EARR~ERS. GUAROS. ETC.). THESE ~MLtlf iEM2Nts APPLY TO TEMPORARY AR-S 
(SUCH AS DURING SET-UP AN0 ALIGNMENT PROCEl3URES)AND TO FINAL OR PERMANENT AREAS. ME VARIANCE HOLDER WILL RETAIN 
THE RECORDS OF THESE PROCEDURES ANO THE RESULTS OF ALL TfSTS AS REoutREQ FY, 21 CPR ~002.31. A COPY OFTHE VARtANCE 
APPLICATION, THE APPROVAL, LETTER. CURRENT PROCEDURES, AN0 RECORDS RELATING TO EACH PARTICULAR SHOW WILL BE wtTn 
THE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND WtLL BE MAOE AVAILASLE FOR tNSPE%TtON BY FDA AND OTHER RESPONSI- 
BLE AUTHORITIES. 



1. a ADVANCE WRmEN ROflFICATlON WILL SE MADE AS EAdLY AS PGBBiBti fo AFFRUFRfATB SEDERAL. STATE. A#0 LOCAL AUTHORITIBS 
.- PROVIOINQ SHOW RINERARY WlTH DATES AND LCJGAn~NS-CLEARLY AND CWFLBTBLY ‘IDBMTIFIBD, AND A BASLC OBSGRlPTtON OF 

PROPOSED! EFFECTS lNCLU~iN& A BTAI‘St&l’!T OF -f-f-?! MAXIMUM KMJBR oUn=!JT INTmDED. SUCH NOllFlCATlONS WILL, BE MADE. BUT 
NOT NECESSARkY BE UM1Tu), To: 

(t) THE CENTER FOR DEVICEBAND RADIQWGtcAl HEALTH. DFFtGE OF COMFLIAN~E (Hm31a B75r GEORGU AVE., SILVER SPRiNG, MD 
20610. PROVNXNG THE INlTIALAND CLDBING GATES FOR FIXED INSTAUATfOt+SAMD THE fTlNERARY FOR MOBILE SHOWS. tN ADD& 
TlON, UNLESS AU. ASPECTS OF ‘%%I SHOW HAVE BEEN REPORTED AN0 THEACXXBS~N NUMBERS $rCfARLY RBFEAENCBD, u\cf.f 
NOTICE WILL INCLUDE OFTAILED QEBCRIPTIONS OF BACH 5HOW AND A UBTING bF ALL EFFf%TS TO BE PERFORMED IN SUFFfClENf 
DETAIL TO CONFIRM COMPLIANCE kRH THE RSG+ATfORS AN0 THIS VARIANCE 

(2) THE FEDERAL AVIATION ADMlNlS~ffA~ON (FAA) FOR ANY PROJECTDNS INTO OPEN AfRSFACE AT ANY TIME (LE, #WUJDlNG SET.W’, 
AUGNUSNT, REHUERSALS,:PER~R~ANGt?S, 973.E IF THE FAA O&rE$TS 7-D ANV zAsE# @-Em, THEOBJECTtONS WILL BE RE- 
SOLVED AND ANY (ZDNDKIONS RBQUESI’ED BY FAA WILL. BE ADHERED TO. IF tHS.SE CONDR?ONS G+N NOT SE Mm, THE OBJEC- 
TlONAElLE EFFECTS WILL BE DUETED FROM THE SHOW. 

p) STATE AND LOCAL RADIATION CDN-fFlOL OFFiCESNIGERCtES FOR AUSHOWS K) 8s P=FO+ED WlTWfN T+iElR JURlSDtCTiONS. AU 
REQUIREMENTS OF STAlE AND LocAt LAW W&L BE SAlISFlED AND ANY OBJEMtONS RAISED SY LOCAL AUTHORITIES WILL. BE RE- 
SOLVED OR THE EFFECTS OELBI’BD. (LISTS OF FFBRAL AND STATE OFFfCES ARE AVAlLAfXE FROM TME CENTER FOR DEVKXS AND 
RAOKJLOGICAL HEALTH UPON REQUEST.) 

* 

4. REMARKS 

Please refer to attachments 11 - K 

CERlYFlCATlON 

I CERTIFY that all of the above information end statements am (rue. complete. and corraet to the ba*t of my knowradge an0 acknowledge tnat my 
variance apolicatlon may be denied or my variance may be revoked if thle apftlication ii faund to be fatse: mitteading. $1 incorrect in any mdtermf ‘WaY. 
I hevc subnutled and will submit alt reppoctr reuuiced by 21 CFR 1002.10 tmd lQozl2 on the leaer eowtoment arm show~sl. I further undarstend thai t 
may be reouired by regola(ion or by the Director, Center for Oevicss and RattIologrePi Health. lo supply sucn other informatmn BS may be neCeSSa~ to 
evaluate and act on this appticetton. 

15. SiGNATURE 

-&id- 

’ 16. NAME flvoa or Prlnr) t7. TIYLE 

Ward Davis President 


